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[ Abstract] For post-approval CMC Changes, ICH Q12 proposed management tools such as categorization of
post-approval CMC changes, ECs, PACMP, and PLCM documents. The United States, the European Union and
China have different approaches in implementing these management tools. It is of great significance to learn from
and refer to the implementation experience of the United States and the European Union for optimizing China’s post-
approval CMC change management. We hope to change the supervision department’s concept of post-approval CMC
change management, manage changes by category, and optimize change management tools.
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